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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
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- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 
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1)13 Responsive to communication(s) filed on 14 March 2007 . 
2a)D This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) [X] Claim(s) 1-20 is/are pending in the application. 
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5) Q Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

8) ^ Claim(s) 15. 16 are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) Q The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Election/Restrictions 

This application contains claims directed to the following patentably distinct 
species: 

a pharmaceutical composition of a nitrogen mustard anticancer agent: orally, 
intravenous injection, drip infusion, intraarterial injection, intramuscular injection, 
intratumor injection, intrathoracic injection, or intraperitoneal injection, and a 
pharmaceutical composition comprising anti-IL-6 receptor antibody of intravenous 
injection, drip infusion, intramuscular injection, intraperitoneal injection, subcutaneous 
injection, local dosage-forms, external preparations, local injections, liniments, 
ointments, gel, cream, emulsions, and liquids, tapes, plaster tapes, patches, nebulas, 
sprays or powders. 

The species are independent or distinct because they are different formulations 
for different routes of administration. Since the antibody is macromolecules and the 
search of the various formulations in claim 16 not commonly used in the antibody art is 
not co-extensive with the antibody itself. The formulation of claim 15 recites small 
organic molecule i.e. nitrogen mustard as the main ingredient, however, the claim 
depends on claim 1, at least part drawn to "one pharmaceutical composition comprising 
antibody". In a nascent art, such as antibody formulation, search is required not only for 
anticipation or obvious rejection, but search of relevant art is also required for 
determination of whether the claimed invention is enable. The search required in each 
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of the formulation is divergent in the non-patent literature databases as well as the 
patent literature databases. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species 
from each of the two formulations comprising a nitrogen mustard, or the antibody for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or otherwise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1 .141 . If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU, Ph.D. whose telephone number is 571- 
272-0839. The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other 
Friday off. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shanon Foley can be reached on 571-272-0898. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MISOOK YU, Ph.D. 
Primary Examiner 
Art Unit 1642 

/Misook Yu/ 
Primary Examiner 
5/28/2007 



